| INTRODUCTION
Oral submucous fibrosis (OSMF) is a chronic, debilitating condition of the oral cavity causing progressive scarring of the oral mucosa. 1 There has been recent discussion regarding the classification and staging of OSMF. 2, 3 Although no individual clinical variants of OSMF exist, several classification schemes have been described in the literature. [2] [3] [4] [5] [6] [7] [8] [9] [10] [11] [12] [13] [14] [15] [16] [17] [18] In reality, existing classification schemes are essentially staging and grading systems of OSMF rather than being true classifications. The current schemes of OSMF stage and grade are based solely on a diagnosis of the predominant lesions instead of potential changes in the entire oral cavity. The simple subdivision of the severity of OSMF into different stages should perhaps not form the principal basis for classification.
The most important factors in managing OSMF are the functional and clinical staging of the disease with information on any malignant transformation. 19 Once the degree of severity of OSMF is established, histology guides appropriate patient management. 2 However, despite years of research, there is still no staging or grading scheme universally accepted and employed by clinicians, pathologists, and surgeons. 2 Since the original proposal of the histological grading and clinical staging system by Pindborg et al, 8, 9 there has been a wealth of information published on both clinical and histopathological features of OSMF. Surely, it is now time to rethink the way in which the OSMF patients are evaluated and classified.
The purpose of this study was to evaluate the rationale of existing grading and staging schemes of oral submucous fibrosis (OSMF) based on which they are categorized. A novel classification and staging scheme is proposed, which takes into consideration the independent functional and clinical findings, together with information on any malignant transformation of OSMF.
| MATERIALS AND METHODS
Following Ethical Committee Approval from the institutional review board, the study was conducted in Shahapur of the Yadgir district, Hyderabad-Karnataka region, India. Written consent was obtained from all patients.
A total of 300 patients with clinically diagnosed OSMF were randomly recruited for the study. All those selected had a "WHO performance status and comorbidity score" 20,21 of either 0 or 1. All OSMF patients recruited chewed gutkha (crushed areca nut, tobacco, catechu, paraffin wax, slaked lime, and sweet or savory fillings) or areca nut.
The study was conducted in three stages. 
| Statistical analysis
Nominal (categorical) data were analyzed and assessed for agreement and correlation. The extent of agreement between categorized staging data was performed using Cohen's weighted kappa analysis.
McHugh's guidelines 22 were used to interpret kappa in the study.
The correlation between staging (clinical and functional) and the number of affected surfaces was performed using Spearman's rank correlation coefficient. Cross-tabulation was performed on categorical grading data to understand intercorrelation, and unweighted kappa analysis was used to assess bilateral grade agreement. Probabilities of less than 0.05 were considered significant. SPSS Statistics for Windows (version 25.0, IBM Corp, Armonk, USA) was used for data analysis.
| RESULTS
The mean age of the 300 patients recruited to this study was 22.0 years (SD AE 8 years). To further understand the correlation between the bilateral grading, cross-tabulation was performed on categorical data ( Table 3 ).
The tabulation showed no complete agreement between the bilateral histopathological grades in any of the 25 patients who had bilateral buccal mucosal biopsies (Table 2 ). Therefore, inclusion of the entire oral cavity in a holistic approach rather than solely an individual lesion seems reasonable.
| DISCUSSION
We investigated the agreement between the three main elements of current staging and grading (functional, clinical, and histological) with the aim of possibly using them in combination. We also evaluated the agreement of involvement of oral mucosal sur- 
(A) (B) (C)
F I G U R E 1 A, Significant OSMF of pterygomandibular raphe, soft palate, and uvula without affecting mouth opening. B, Buccally erupted maxillary third molar impingement causing an ulcerative lesion affecting the efficiency of mouth opening in OSMF. C, Malignant changes in early stage OSMF Malignant transformation in OSMF can occur anywhere in the oral cavity. 23, 25 Unlike oral SCC, OMFS can be diffuse and heterogeneous and be present at different anatomical mucosal surfaces and with different behaviors. 28, 29 It is difficult to conclude that the most prominent OSMF lesion represents the status of the entire oral cavity. 28 Thus, histopathological grading only has a role in understanding the progress of OSMF, but its usefulness in monitoring disease progression and overall treatment planning remains uncertain. 29 Biopsy and histopathological grading are of course important in the diagnosis of suspected lesions. 26 A systematic classification scheme, which utilizes all the clinical, functional, and histological data independently, might be helpful and practical for investigating the OSMF complexity. 2 A comprehensive staging system amassing all the data of the classification would also be beneficial to guide treatment plan.
We have developed a three-component classification scheme (termed TFM classification), which independently assesses all three main OSMF components: trismus, fibrosis, and malignant transformation ( Table 4 Putting together all of our data from the classification, we have developed a three-tier staging scheme (TFM staging), which allows for differentiation between medical, surgical, and neoplastic disease therapy (Table 5) . For TFM staging, it is mandatory that should be subjected to histopathology before considering TFM staging.
| CONCLUSION
The complex properties of OSMF including multiple sites with diffuse borders, diverse clinical features, and associated trismus pose a clinicopathological challenge for a systematic classification and staging system. 2, 28, 29 The present study has found that the different components associated with the structural progression of OSMF are independent of each other, and also, the architectural alteration of tissue may not be consistent throughout the oral cavity. Thus, with current staging classifications, there is a potential risk of documenting incomplete information, repetition at different stages, and incorrect disease interpretation. We suggest that the proposed classification scheme describes the disease severity of the independent components separately such that the significance of each is meaningfully conveyed to the clinician. The staging may also effectively predict the risk of potential malignant change. Further work is needed to evaluate and formally validate this proposed classification more fully.
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